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The report of Cribier et al. (1) of successful, nonoperative
therapy of three elderly patients with severe, calcific aortic
stenosis electrified the eardielegy community . This and
other early reports (2-4) suggested that balloon valvulo-
plasty might provide effective palliation for elderly patients
who were afflicted with severe aortic stenrasis . A number of
centers in North America and Europe began pilot protocols
of aortic valvuloplasty. Initially the procedure was severely
restricted by an insufficient supply of appropriately sized
valvuloplasty balloons.
Once manufacturing capabilities were expanded, the ma-
jor manufacturer of valvoloplasty balloons (Mansfield Scien-
tific Division-Boston Scientific) was faced with the prospect
of sale of catheters fora nonapproved indication . The United
States Food and Drug Administration had only approved
balloon pulmonary valvuloplasty at that time . To provide the
Food and Drug Administration with data concerning aortic
valvuloplasty and to avoid commercialization of a 000ap-
proved procedure, Mansfield Scientific organized a 27 center
study of
aortic valvuloplasty . A standardized protocol with
well defined inclusion and exclusion criteria was employed
by all participatin4 centers . Although the primary purpose of
this study was to provide the Food and Drug Administration
with data for premarket approval
.
. the scientific value of
these data became apparent to the investigators
. Numerous
requests were submitted to Mansfield 5eienutic by investi-
gators interested in presenting the data in scientific
journals.
To the credit of Mansfield Scientific, the scientific value
of these data also was a high priority . For this reason, a
registry of data was created to pool all dcta from each
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participating center . John Pavlic . Piesident of Mansfield
Scientific, appointed a publications committee consisting of
Dr . William O'Neill. Royal Oak . Michigan; Dr. Raymond
McKa y . Rosum, Massachusetts ; Dr. David Holmes. It.,
Rochester, Minnesota; and Dr . Peter Block, Boston. Mas-
sachusetts . The committee reviewed formal proposals and
accepted proposals for publication of substudies based on
registry data. The following series of articles pre sents the
completed substudies that occurred with registry data . It is
hoped that, taken as a whole, these studies will accurately
reflect tihc current status of aortic valvuloplasty for high risk,
urmoperatve patients with severe aortic stenosis .
McKay (5) reviews the hemodynamic results and compli-
cations of aortic valvuloplasty. Holmes et al. (6) present the
predictors of in-hospital mortality .
O'Neill
(7) reviews the
long-term survival and predictors of
survival alter discharge
.
Other substudies review important clinical questions includ-
ing the occurrence of catastrophic complications by Isner
(8), valvular restenosis by Bashore and Davidson (9), ef-
ficacy of repeated valvuloplasty
,
by Ferguson andGarza (10),
impact of age on efficacy by Reeder et a], (11) and efficacy of
valvuloplasty in patients with a low pressure gradient and
low valve area by Nishimura et al. (12). With these data a
clearer role for aortic valvuloplacty may evolve . Expected
results, complications and long-term outcome are clearly
established for a homogeneous group of elderly patients at
increased risk for aortic valve replacement.
As chairman of the Publications Committee and on behalf
of all the Mansfield Scientific Registry investigators . I thank
John Pavlic and Mansfield Scientific for their support and
their conduct during the preparation of these studies. It was
apparent to all authors that uncensored access and publica-
tion of all pertinent data was possible throughout the course
of preparation of these manuscripts . Complete and unbiased
presentation of data was
allowed. As a result, it is apparent
that delineation of the proper clinical value of aortic valvu-
loplasty has emerged. In this era of criticism and distrust of
the scientific-industrial Collaboration (13,14), the conduct of
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Scientific serves as a relreshing model for future
industrial-scientific collaboration .
We acknurcledae Gerald C. Ttmmls, MID. FACC for he irnalaallc aneislance
in preparation of lhhe manuscripia.
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